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The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 33-36, 46, 49, 51-53, 56, and 59 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claims contain subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor, at the time the application was filed, had possession of the 
claimed invention. An elongated hollow structure having interior and exterior annular surfaces 
(instant claim 33, lines 2-3) is nowhere to be found in the original disclosure. The term 
"annular" means "of, relating to, or forming a ring", with a "ring" being "a circular band for 
holding, connecting, hanging, pulling, packing, or sealing", and a "band" being "a strip serving 
to join or hold things together" (Merriam Webster's Collegiate Dictionary, 10 th edition: 1996). 
Elongated hollow structure surfaces having such a form are neither taught nor fairly suggested in 
the original disclosure. A wrinkled lining adapted to prevent release of medication when the 
structure is in an initial state (claim 56) is likewise not supported in the original disclosure, as 
explained in the Office action of May 28, 2008. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published tinder section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 33-36, 46, 49, 51-53, 56, and 59 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rhodes, US 5,122,154, in view of Schwartz, US 5,957,971. Rhodes discloses 
an elongated hollow structure having interior and exterior annular surfaces defined at each of the 
"expandable, ring-like, stent members or sections 30" (Rhodes: column 5, lines 63-64; Figures 1, 
4, and 7) and a lining 28 more wrinkled or pleated in a compacted or initial state (ibid.: column 
6, lines 5-14; Figures 3-6). Since the lining 28 may comprise expanded polytetrafluoroethylene 
(ibid.: column 5, lines 67-68) and Dacron mesh (ibid.: column 7, line 33), the lining inherently 
contains a plurality of through holes. The lining 28 may be positioned to contact the interior and 
exterior annular surfaces (ibid.: column 7, lines 1-3). Rhodes lacks mention of medications 
incorporated into the lining. However, such a feature was well known in the art at the time of the 
present invention (e.g., Schwartz: column 2, lines 24-27; column 4, line 30 et seq.; etc.), and to 
incorporate microencapsulated therapeutic substances (ibid.: column 4, lines 48-51) into the 
ePTFE, Dacron mesh, or other lining material of Rhodes would have been obvious to the 
ordinary practitioner in order to help prevent thrombosis, restenosis, inflammation, infection, and 
so on (ibid. : column 1, lines 46-55; column 4, lines 34-35 and 46-47; etc.), with further 
motivation (to combine such teachings) having been provided by the goal of Rhodes to preclude 
restenosis and the like (Rhodes: column 3, lines 47-52). Moreover, such a modification would 
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have led to nothing more than predictable results to one of ordinary skill, because the drug 

delivery rate is controlled by the micro-capsules rather than porosity and other characteristics of 

the ePTFE, Dacron mesh, or other material selected for the lining (Schwartz: column 4, lines 49- 

55). Regarding claim 35, the lining micro-capsules being biodegradable would have been an 

obvious means of facilitating drug delivery at a controlled rate; biodegradable linings were 

likewise well known in the art at the time of the present invention (ibid. : column 4, lines 27-29) 

and would have been an obvious variant in order to help eventually restore biological structure 

and reduce foreign material at the site (ibid.: column 6, lines 45-47). Regarding claim 49 and 

others, the layers containing different medications would have been obvious in order that the 

Dacron mesh layer contain a substance appropriate for treating the vessel wall (Rhodes: column 

7, line 35) and the ePTFE sleeve incorporate a (different) substance or substances designed for 

the blood flow interface. Regarding claim 59, polyacrylics were common in the art and would 

have been an obvious alternative for the lining 28 because some acrylic resins are fibrous and 

elastomeric in nature. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dave Willse, whose telephone number is 571-272-4762 and who 
is generally available Monday, Tuesday, and Thursday. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Corrine McDermott, can be reached on 
571-272-4754. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

/David H. Willse/ 
Primary Examiner 
Art Unit 3738 



